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MEDICARE DRUG REIMBURSEMENTS: A BRO-
KEN SYSTEM FOR PATIENTS AND TAX-
PAYERS

FRIDAY, SEPTEMBER 21, 2001

HOUSE OF REPRESENTATIVES,
COMMITTEE ON ENERGY AND COMMERCE,
SUBCOMMITTEES ON HEALTH,
AND OVERSIGHT AND INVESTIGATIONS,
Washington, DC.

The subcommittees met, pursuant to notice, at 9:40 a.m., in room
2123, Rayburn House Office Building, Hon. Michael Bilirakis and
Hon. James C. Greenwood presiding.

Members present Subcommittee on Health: Representatives Bili-
rakis, Barton, Upton, Greenwood, Burr, Ganske, Norwood, Bryant,
Buyer, Pitts, Tauzin (ex officio), Brown, Barrett, Capps, Hall,
Pallone, Deutsch, Stupak, Engel, and Green.

Members present Subcommittee on Oversight and Investigations:
Greenwood, Bilirakis, Stearns, Gillmor, Largent, Burr, Bass, Tau-
zin (ex officio), Deutsch, and Stupak.

Staff present: Chuck Clapton, majority counsel; Yong Choe, legis-
lative clerk; and Edith Holleman, minority counsel.

Mr. GREENWOOD. Good morning. This joint hearing of the Energy
and Commerce Committee’s Subcommittees on Oversight and In-
vestigation and Health will now come to order. Before we proceed
with the members’ opening statements, Mr. Bilirakis and I would
like to make a few remarks.

Among the thousands of lives so hideously taken from us on Sep-
tember 11 was that of Lisa Raines. Lisa Raines was the senior vice
president of government relations for Genzyme Corporation. Those
of you who knew her know she was a giant in the biotech and
pharmaceutical industry for at least the past 15 years and a friend
to many. Her memorial service is scheduled for 11 o’clock this
morning, and for that reason these subcommittees considered very
seriously postponing once again this hearing. We wish we could
have done that.

By the conclusion of this hearing, I think it will be apparent to
all the urgency to fix this broken AWP system. Given the fact that
we have only about 4 weeks for session for this year, we concluded
that it was impossible, particularly given next week’s short sched-
ule, to postpone this hearing once again. We regret we had to make
that decision because we know there were many who would like to
be here, but also felt their priority was to be at the memorial serv-
ice.

(1)
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Having said that, I would like to recognize Chairman Bilirakis
for his comments.

Mr. BiLiRAKIS. Thank you, Mr. Chairman.

On September 11 of this year, American’s calm was shattered by
a horrendous act of terrorism that will long be remembered. Our
thoughts and prayers are with those whose lives have been forever
altered by this tragedy.

When American Airlines flight 77 went down, the health commu-
nity lost a dear friend and respected colleague, Lisa Raines. Lisa
was a senior vice president of government relations for Genzyme
Corporation. Lisa had worked closely and often with the Energy
and Commerce Committee through the years, working to enact the
Drug Export Amendments Act of 1986, the prescription drug user
fee, PDUFA, the FDA Export Reform and Enhancements Act of
1996, and the Food and Drug Administration Monitorization Act,
or FDAMA.

A vital member of the Washington biotechnology and pharma-
ceutical community, Lisa previously worked for the Industrial Bio-
technology Association, now BIO, and the Congressional Office of
Technology Assessment. Lisa’s expertise and insight as well as her
bright personality and charm will be missed by this committee, the
Congress and the health community. I think the publication Bio-
Century said it best when it said Lisa was as much a fixture of the
biotech industry as a double helix, and it is hard to comprehend
that she is gone. She leaves a hole in the industry’s relationship
with the outside world that will be difficult to fill.

I join with the chairman and members of this committee as we
offer our condolences and prayers to Lisa’s family and friends.
Please join us in a moment of silence in honor of Lisa Raines.

[The prepared statement of Hon. Michael Bilirakis follows:]

PREPARED STATEMENT OF HON. MICHAEL BILIRAKIS, CHAIRMAN, SUBCOMMITTEE ON
HEALTH

I'd like to thank Chairman Greenwood for joining me today to examine the issues
surrounding the current system for Medicare drug reimbursement. The Health Sub-
committee has spent a considerable amount of time in this Congress examining how
best to add a comprehensive prescription drug benefit to the Medicare program.
This hearing builds off of work we began in the last Congress where we examined
the reimbursements for the limited drug coverage currently available in the Medi-
care program.

I'd like to welcome and thank all of the witnesses, including Tom Scully from
CMS and Bill Scanlon from GAO. We rely often on these government officials and
their offices for factual information and detailed analysis, thank you for coming
today. I'd also like to welcome Mr. Zachary Bentley from my home state of Florida.
I know that your testimony, and that of all the witnesses, will help inform the Com-
mittee and the public about the issues regarding Medicare’s current reimbursements
to health care providers for certain drugs used to treat patients.

The Medicare program currently provides coverage for a small number of drugs,
limited principally to those that are administered incident to a physician’s treat-
ment or in conjunction with covered durable medical equipment, such as inhalation
drugs used with a nebulizer. Since at least 1992, Medicare has determined the ap-
propriate reimbursement price for these covered drugs by referring to an industry
trade publication known as the Red Book, which lists what manufacturers purport
to be the Average Wholesale Price for their drugs. Since 1997, providers who admin-
ister these drugs to Medicare beneficiaries have been reimbursed for their cost at
prices equal to Average Wholesale Price (AWP) minus five percent. Of this set
amount, Medicare Part B covers 80 percent, while Medicare beneficiaries can be re-
quired to pay the remaining 20 percent as a co-payment. Today’s hearing will exam-
ine how Medicare’s current reimbursement system, for the relatively few drugs that
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are covered, is costing beneficiaries and taxpayers more than is necessary and may
be having an adverse impact on the health of some of our most vulnerable citizens.

I recently toured a Clearwater oncology center in my Florida district and I can
tell you what great work oncologists do and how important their work is to so many
Americans. At the request of my constituent Dr. Marcos Joppert I would like to
admit this white paper on oncology payments into the record.

This will prove to be a lengthy hearing and thus I will limit my opening state-
ment so that we may get to the important testimony of the witnesses—who I again
thank for their effort and cooperation.

Mr. GREENWOOD. Thank you, Chairman Bilirakis, for your com-
ments. As the President said, let us get back to work.

Let me begin by thanking all of the witnesses who have agreed
to testify today at today’s hearing. Your testimony will shed light
on an insidious problem about how the Medicare program reim-
burses health care providers for certain drugs used to treat very
sick patients. Today’s hearing, which is a culmination of years of
investigative and audit work performed by subcommittee staff and
the witnesses from our first panel, will examine how Medicare’s re-
imbursement system for the relatively few drugs currently covered
by the program is costing Medicare and its beneficiaries roughly $1
billion every year in overcharges while having an adverse impact
on the health care of some of our most vulnerable elderly and dis-
abled citizens.

We will hear how the manufacturer of a chemotherapy drug like
Vincasar sold it to health care providers for $7.50, then reported
the price to Medicare as $740. Medicare paid the doctor almost
$600 for the same drug, and the poor sick patient got hit up for
another $150.

We will also hear today from the Department of Health and
Human Services Office of Inspector General about how many other
overcharges result in Medicare paying more than $886 million
every year in inflated prices for just a sample of 24 Medicare-cov-
ered drugs reviewed by that office. The total figure for all Medi-
care-covered drugs very likely exceeds a billion dollars each year.

It should be noted that Medicare currently reimburses for a very
limited number of drugs, chemotherapy agents, blood-clotting fac-
tors used to treat hemophilia and inhalant drugs used to treat res-
piratory diseases, the total cost of which is approximately $4 billion
a year. A billion dollars of taxpayer dollars is wasted every year
in this program because under current Federal law and regula-
tions, Medicare is paying for drugs at AWP. AWP, or average
wholesale price, could also be an acronym for “ain’t what’s paid.”
It is quite clear that despite its name, AWP is not the average
wholesale price at which these drugs are sold to health care pro-
viders or anything close to it. To the contrary, it appears that for
many of these drugs, AWP is simply an artificial price established
by certain drug manufacturers and reported to industry trade pub-
lications for purposes of third-party reimbursement, a price which
bears little, if any, relationship to what is actually paid for these
drugs by health care providers.

Before we go further, however, let us be clear about one thing.
Most drug companies establish AWPs that are, in fact, fairly reli-
able indicators of average wholesale prices, but in those instances
where they do not, the difference between what providers actually
pay and what Medicare reimburses results in what is commonly re-
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ferred to as a spread, an unwarranted profit pocketed by the health
care provider each time he or she utilizes that particular drug. We
will see evidence today demonstrating how some drug manufactur-
ers have manipulated the reported AWPs and thus the spreads on
their drugs in order to create financial incentives for providers to
use their drugs over competitors’ products. In doing so they have
provided a financial windfall to the health care providers that en-
ables them to sell more of their drugs. In the words of one manu-
facturer, this is a win-win-win situation for manufacturers, whole-
salers and health care providers. The big losers in these marketing
ploys are the Medicare program, its elderly and disabled bene-
ficiaries, and the American taxpayer, all of whom have to foot the
bill for greatly inflated drug costs.

Of even greater concern to America’s seniors than the impact of
having to pay inflated copayments on drugs based on prices that
are sometimes tens or hundreds of times higher than what their
health care provider actually paid for the drugs is that they also
may have had the quality of their health care adversely affected by
this perverse system. We will hear how the profits available for uti-
lizing certain drugs appear to be improperly affecting some health
care providers’ clinical decisions, influencing them to provide un-
necessary care and utilize drugs based on profit margins rather
than therapeutic efficiency.

For example, we will learn of cases in which the utilization of
certain drugs skyrocketed without any reasonable clinical justifica-
tion after manufacturers created large Medicare-funded financial
windfalls to health care providers to encourage them to use their
drugs. In one such case, and the case is on the screen there, Medi-
care utilization and reimbursements of the inhalation drug
ipratropium bromide used to treat respiratory diseases increased
more that twentyfold between 1995 and 2000, from $14 million in
1995 to more than $300 million in 2001, a time period in which the
drug went from having no spread to having a Medicare-covered
spread of 300 percent.

We will also hear about how terminal cancer patients received
aggressive courses of chemotherapy, raising questions about wheth-
er the motivation for providing such care was the profit available
from the use of Medicare-covered chemotherapy drugs.

Congress has long championed the fight against cancer. We sup-
ported increased funding for research at the National Institutes of
Health and to improve the quality of clinical care. We fought to en-
sure that the proper incentives exist to develop new and innovative
drugs. To then learn of the instances in which quality of patient
care might have been adversely affected by the financial benefits
available to providers from utilizing certain drugs is nothing short
of outrageous. While providers and their associations strongly de-
nied being influenced by any such considerations, we cannot tol-
erate a system that could leave such motivations even open to
question.

Providers do not generally deny that they often reap huge profits
on the utilization of certain Medicare-covered drugs. Instead they
argue that they currently depend on these profits in order to make
up for other services in which Medicare under-reimburses them.
We will hear testimony today that will confirm that like many
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other groups of providers, these providers who administer Medi-
care-covered drugs are not fully reimbursed for all the costs associ-
ated with treating their patients.

We should reimburse all providers fairly for their expenses; nev-
ertheless a system in which the use of certain drugs can influence
clinical medical decisions is not the answer. Life-and-death deci-
sions about the treatment of those who suffer from the scourge of
cancer should be governed exclusively by a concern for the patient
and not the margin of profit.

When this hearing is over, my colleagues and I will work with
this new administration as well as providers and drug companies
to scrap this flawed system. We will need to develop a solution that
results in Medicare paying prices for drugs that are closer to the
actual prices paid by health care providers. Similarly we will need
to take steps to ensure that health care providers are sufficiently
reimbursed for all of their services so that the quality of care they
provide to the Medicare patients is not diminished by changes
made to the drug reimbursement system.

I look forward to hearing from CMS Administrator Scully today
about what steps his agency can be directed to take to guarantee
that this scandal is resolved as quickly as and effectively as pos-
sible. In these new and perilous times when our Nation and our
people may be called upon to make great personal and financial
sacrifices in the defense of our country, Congress has the heavy
burden of making sure that every available resource is used wisely,
and if we hope to find a way to pay for an expanded Medicare drug
benefit that will assist seniors to purchase prescription drugs even
as we take on a renewed and determined defense of our homeland,
these abuses cannot be tolerated.

If we are going to provide Medicare beneficiaries with a com-
prehensive prescription drug benefit, and we must, we have to stop
wasting billions of dollars on the existing program. We will need
every Medicare dollar we can find. In addition, our efforts to re-
solve this problem will hopefully serve as an example for those
State Medicaid problems and other third-party payers who face
similar issues in their reimbursements for the costs of drugs. This
in turn could result in billions of additional dollars in taxpayers’
savings beyond those amounts that were discussed above applica-
ble only to Medicare.

There is one more important lesson in all of this. Government-
run programs such as this, which escape the rigors and discipline
of the marketplace, inevitably end as expensive failures. It is only
by forming an honest partnership between Government and private
sector that we can hope to build a new and better Medicare pro-
gram on a sound financial footing.

Again, I wish to extend my thanks to all of the witnesses who
agreed to appear at today’s hearing to inform us about this serious
problem. While I am disappointed that the invited drug manufac-
turers declined to testify today about these practices and how the
system could be reformed, I am nonetheless committed to moving
forward on this issue in a positive and productive manner with all
parties so that we can fix this system quickly and protect America’s
Medicare beneficiaries from further financial and personal harm.
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The Chair yields 5 minutes to the ranking member of the Over-
sight and Investigations Subcommittee, Mr. Deutsch.

Mr. DEUTSCH. Thank you, Mr. Chairman. Thank you also for
your opening comments. I think for any of us not to mention Sep-
tember 11 would be a mistake. This is, I know, my first hearing
since then, and I think for all of us on this dais, and America and
the world changed on September 11, and even our work here in a
sense has changed. I think if we do everything we do in our lives,
I think all Americans do everything they do a little bit differently,
in fact maybe a lot differently than—after September 11.

Let me mention three things and summarize an opening state-
ment. The three things in terms of the issue in front of us that are
most disconcerting, the first issue is there appears to be some evi-
dence, and I hope it is developed in the course of the hearing, that
some manufacturers, by increasing the spread on the average
wholesale price, have encouraged physicians to actually do substi-
tutions on medication. That is obviously incredibly disserving from
best medical practices to best financial incentives for that indi-
vidual position or office, and that is obviously a system which is
fundamentally broken.

The second issue, which again is a very disconcerting issue, is
that for Medicare beneficiaries, as most people are aware, their co-
payments are based upon Medicare reimbursements, not on the re-
imbursement that the physician is paying for the drug. So there
apparently, again, the testimony, I think, will be brought out dur-
ing the course of this hearing cases, and apparently many cases,
where the 20 percent copayment is, in fact, more than the physi-
cian actually paid for the drug, and obviously the situation of Medi-
care beneficiaries, that is an absolutely absurd situation.

As we develop this—and this is part of the problem, and I am
looking forward to testimony about this as well—is we have a situ-
ation where we have a reimbursement system which I don’t think
anyone can honestly defend in terms of the average wholesale
price, but I think we also have a reimbursement system on the
physicians’ side that is hard to defend as well. Obviously these two
things are related. I guess there is debate about how related they
actually are, but I think that we need to acknowledge that, and we
need to do our part in terms of fixing it.

I have a lengthy statement, which I think at this point, based on
the time, I would rather submit for the record. So I will submit
that for the record as well as Mr. Dingell has a statement and the
chairman of the Ways and Means Committee, Mr. Stark, also has
a statement that they were going to submit for the record as well.

[The prepared statement of Hon. Peter Deutsch follows:]

PREPARED STATEMENT OF HON. PETER DEUTSCH, A REPRESENTATIVE IN CONGRESS
FROM THE STATE OF FLORIDA

Thank you, Mr. Chairman, for holding this very important and long overdue hear-
ing. For many years, the Inspector General of the Department of Health and
Human Services—like a voice crying in the wilderness—has been issuing reports
telling the Department and the Congress that the taxpayers were being gouged for
drug payments under both the Medicaid and the Medicare programs. These federal
programs were paying providers the published Average Wholesale Price or AWP for
prescription drugs which was, in truth, far more than the drug manufacturers were
charging them. The program now has spun so far out of control that the annual
overpayments may be as high as $1.9 billion. We will hear testimony today of a
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scheme where doctors prescribing drugs to be administered in patients’ homes want-
ed a kickback from the infusion companies based on the AWP spread over actual
cost. The Justice Department and numerous states have been investigating this sit-
uation, and hundreds of millions of dollars have been recovered.

Only Congress and the reimbursing agency have been silent. In fact, we—particu-
larly those on the other side of the aisle who are concerned about anything that they
think might resemble setting prices—have stopped almost every reform effort. We
must take steps now to eliminate this abuse.

Over the years, Medicaid at both the federal and state levels has been able to get
a 15 percent discount from the AWP plus a rebate from the manufacturer that can
reach up to anotherl5 percent based on the reported Average Manufacturers Price
or AMP. But drug manufacturers, the Medicare carriers, the Centers for Medicare
and Medicaid Services (CMS) and its predecessor, the Health Care Financing Ad-
ministration, or HCFA, the Congress and the providers have all combined to estab-
lish, further and abuse the fraudulent Medicare drug reimbursement system. The
drug companies—who, Mr. Chairman, are notable by their absence at this hearing
since they were, I believe, the instigators of this scheme—reported artificial and
false Average Wholesale Prices to the public for reimbursement purposes while at
the same time not one of their customers was paying those prices.

The Medicare carriers paid those prices and failed their responsibility to assure
that actual drug prices were being paid. HCFA tried to reform the system, but often
gave up because of provider objections. Congress and the Executive branch also
aborted HCFA’s reform attempts by citing the Paperwork Reduction Act and requir-
ing reports from the General Accounting Office before any changes could be made.
The reports we are receiving today are the most recent mandated by Congress in
place of real action.

As we will hear in testimony today and is verified by the documents to be placed
into the record, the pricing abuses have reached the point at which drug manufac-
turers use the “spread” between the AWP and the actual price paid as a marketing
tool to sell their products. Not only does the taxpayer get gouged; so does the Medi-
care beneficiary who is required to pay 20 percent of the total cost of the drug. A
chart prepared by one of the witnesses provides nine examples in which the 20 per-
cent copayment covered the entire cost of the drug to the provider. A breast cancer
treatment costs the provider $450; it charges Medicare $1,359. The co-pay is $272;
the profit is $909.

Some of the providers of out-patient drug treatment that we will hear from today
will say that they are using these excessive payments to cover their treatment costs
in other areas. They allege that they will not be able to continue providing service
if this is not remedied. If that is true, their arguments and those of other speciali-
ties suffering from similar under payments should be documented and presented to
CMS. However, there is a pilot Medicare drug program in Texas underway in which
competitive drug pricing is used. The costs are down, and there is no evidence of
the withdrawal of any providers. We must also remember that the General Account-
ing Office has found a number of times that there is little or no evidence of under-
reimbursement of providers under either Medicare or Medicaid.

Mr. Chairman, I look forward to hearing from these witnesses.

Mr. GREENWOOD. Without objection, all members’ opening state-
ments will be submitted for the record.

The Chair recognizes the chairman of the full committee, the
gentleman from Louisiana, Mr. Tauzin.

Chairman TAUZIN. Thank you, Mr. Chairman.

Mr. Chairman, I, too, want to thank you for the moment of si-
lence for the recognition of Lisa Raines and the loss of so many
friends across America, but also your determination to move for-
ward with this important hearing, and I want to congratulate the
staff who worked with you to develop this hearing, which I believe
will highlight one of the most important abuses within the Medi-
care system that this committee has ever uncovered.

What you will see today is a situation that has turned Adam
Smith on his head; a situation which, because of the system in
which we reimburse physicians for the cost of certain drugs par-
ticularly in chemotherapy and inhalants and several other cat-
egories, but the Government of the United States is paying in some
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cases many times the price that the physician is actually buying
the drugs for. Worse than that, worse than this loss of billions of
dollars of Medicare dollars that taxpayers put up to make sure that
our mothers and fathers and grandmothers and grandfathers and
all our relatives are properly cared for in the Medicare health sys-
tem and in the Medicaid system, by the way, worse than this loss
of the funds that are critical to sustain the program is the fact that
the patients, those loved ones we protect under this system, are
being required under this system to put up not 20 percent of the
cost of the drugs to the doctor, but in one case—and I have a chart
I want to show you up there, the Medicare 20 percent copay
chart—in one case with a drug called Doxorubicin, the patient is
putting up not 20 percent, but 200 percent of the cost. The patient
who is supposed to put up 20 percent is putting up 200 percent of
the true cost of the drug.

Look at the drug etoposide. In that case the patient is putting
up not 20 percent, but 300 percent of the cost, triple the cost the
doctor spends on the drug. The poor Medicare patient ends up tri-
pling his contribution for the total cost of that drug instead of put-
ting up just one-fifth of the cost.

Look at the drug Leucovorin. It sounds like a character in The
Godfather, maybe properly named. In that case the Medicare pa-
tient is putting up 500 percent of the cost of the Medicare drug as
a copay.

Look at the column of the Florida Medicare allowable. Look at
what the doctor is getting back from the Medicare system in Flor-
ida for those three drugs. The doctor is paying for Leucovorin $1.25
for 50 milligrams, and the patient is putting up $7.09, and the
Medicare system is paying the doctor up to $35.47. That is the
spread we have been talking about. The spread between the real
cost of the physician and the cost the Medicare system is paying
for the drug, and perhaps the copay cost the poor patient has to
put up, in some cases as high as 500 percent of the real cost of the
drug to the doctor. How can we tolerate such a system any longer?

Mr. Chairman, I really appreciate your uncovering this and al-
lowing this hearing literally to go forward when I know most peo-
ple are concerned about us getting back to work too fast. We have
got to get to work on this one fast. Not only does this rob the
Treasury and the Medicare fund of billions of dollars that should
not be paid because they are not the average wholesale prices, they
are some kind of awful artificial wholesale price, but, again, it
turns Adam Smith on his head.

Think about this with me for a second. We introduced generic
drugs into the system to create competition. Do you know what
happens to the system when a generic drug comes into play? Evi-
dence we have that we will develop today indicates that when a ge-
neric drug comes into competition with a patent drug finally, the
price doesn’t come down. The price goes up because both of the
drug companies understand that if they are going to sell that drug
to the doctor, they have got to give them a bigger spread. So they
are in competition to give them a bigger spread, and they both post
higher and higher artificial wholesale prices to the Medicare sys-
tem.
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It is a game that turns ordinary economics on its head. As com-
petition comes into the field, prices go up not only to the govern-
ment, but to the poor patient who has to pay not 20 percent, but
300, 400, 500 percent of the cost of the drug. It is a rotten system.

And, Mr. Chairman, perhaps the most pernicious part of it all is
the evidence you uncovered with our staff that indicates that—at
least some evidence that in some cases chemotherapy may be
dumped into patients in the last 3 years of life because there is so
much profit to be made. There is so much profit to be made on
some of these drugs, when that chemotherapy just literally rips up
bodies and the welfare of those patients in the last 3 months of
their life, maybe chemotherapy that might not be needed. Maybe
drugs are being substituted when a better drug is available be-
cause the drug substituted has a better kickback, if you will.

Now it is time the system be reformed, Mr. Chairman. I want to
thank you and the staff for uncovering it as much as you have. If
there was one thing certain about this, it is that the responsibility
lies in this Congress to straighten it out. We permitted this to hap-
pen. We have got to straighten it out. And I have asked you to do
one thing before you went forward with this hearing, and that was
to be prepared to straighten it out; not just to talk about it, not
just to make Americans understand how rotten the system is and
how all the players in it hate it as much as I hope we all do now,
because we are all forced to play this ugly game with one another,
but more importantly you are prepared to cure it. You and Mr. Bili-
rakis, the chairman of our Health Subcommittee, are prepared to
offer solutions not next year, but immediately, and I think every
patient in America who is getting skinned by this system to the
tune of 500 percent of the real cost of the drug when they ought
to be paying one-fifth of it, I think they will thank you today for
doing the Nation a real favor by getting rid of a system that robs
the American taxpayer, the Medicare system, corrupts the system,
deprives patients of their critical dollars at a time most needed,
and in some cases may encourage the few, I hope, unscrupulous
people to improperly medicate people in their worst hours, in their
last final hours on this Earth.

I yield back the balance of my time.

[The prepared statement of Hon. W.J. “Billy” Tauzin follows:]

PREPARED STATEMENT OF HON. W.J. “BILLY” TAUZIN, CHAIRMAN, COMMITTEE ON
ENERGY AND COMMERCE

Let me begin by thanking Subcommittee Chairmen Greenwood and Bilirakis for
holding this joint hearing today. I appreciate their efforts to highlight the problems
that this Committee has uncovered concerning Medicare drug prices. I sincerely
{mpe that, by holding this hearing, we can begin the process of fixing these prob-
ems.

As Chairman Greenwood has pointed out, the Committee has uncovered dis-
turbing evidence that Medicare may be wasting over one billion dollars a year, pay-
ing unnecessarily inflated prices for drugs. This intolerable situation not only affects
the finances of the Medicare program and the American taxpayer, but also directly
impacts the finances of America’s Medicare beneficiaries.

We all have parents, grandparents, friends, or neighbors who depend on Medicare
to help them pay for the small number of drugs that Medicare currently covers. It
is unacceptable that—because of the government’s ineptitude in the way it pays for
these drugs—our loved ones are being forced to pay inflated co-payments for their
chemotherapy drugs to cure their cancers, inhalation drugs to treat their respiratory
diseases, and antibiotics to treat their infections.
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The Inspector General’s Office at the Department of Health and Human Services
recently prepared a report for me that shows how, last year alone, Medicare bene-
ficiaries paid an extra one hundred and seventy seven million dollars in co-payments
due to inflated reimbursements for Medicare-covered drugs. For example, this
means that cancer patients are paying an extra $6.56 for each dose of Doxorubicin,
and an extra $3.01 for each dose of Leucovorin Calcium. These costs quickly add
up in treatment regimens requiring multiple doses, and often can make an enor-
mous difference for somebody living on a fixed-income.

Of even greater concern to me is the evidence uncovered by the Committee indi-
cating that these overpayments to health care providers may be affecting the quality
of care received by Medicare patients. Patients may not be receiving the most clini-
cally effective treatments, due at least in part to the perverse incentives of the
Medicare reimbursement system. The Committee has learned of instances in which
the Medicare reimbursement “spreads” on certain older, less clinically effective
drugs were so large that drug manufacturers were unable to successfully market im-
proved, more clinically effective drugs to health care providers.

The Committee also has learned that some patients may be receiving unnecessary
medical therapies—again due at least in part to the excessive reimbursements avail-
able to health care providers for use of certain drugs. Given the powerful effects that
these drugs can have on patients, we must ensure that no patient receives a par-
ticular drug regimen for any reason other than to provide the best clinical care.

Medicare’s broken reimbursement system also turns Adam Smith’s conception of
market competition on its head. Only under Medicare could a drug manufacturer
raise its prices, or at least the ones it reports for purposes of government reimburse-
ment, to increase sales. The Committee has uncovered evidence that at least one
manufacturer has done exactly this. Upon learning that a competitor raised its re-
ported Average Wholesale Price and thus its Medicare reimbursement spread, this
manufacturer responded promptly in the same fashion, noting how simple it was to
change its AWP—something that could be done overnight—in order to maintain
sales.

Here’s another example of this crazy AWP system at work: an internal drug man-
ufacturer document from 1994 discusses the consequences of increasing the spread
on one of its top drugs, quote, “in order to increase the amount of Medicaid reim-
bursement for clinical oncology practices.” In a particularly blunt assessment, the
author notes with irony how, quote, “on the surface, it seems that in response to
the entrance of a competitor in the market, Glaxo has actually raised its price on
Zofran—perhaps twice in one year.” The memo goes on to ask: “How do we explain
a single 9% increase in the AWP? What arguments can we make to explain to con-
gressional watchdogs that we are cost-shifting at the expense of government?” De-
spite recognizing the troubling issues raised by such a pricing strategy, Glaxo suc-
cumbed to the system anyway, raising its Zofran AWP two months later, while actu-
ally lowering the real costs of the drug to providers.

Medicare also distorts the benefits of the generic drug market. Generic drugs hold
the potential to decrease pharmaceutical costs dramatically, through price competi-
tion with brand-name drugs. Under Medicare, however, the Committee has uncov-
ered situations in which some generic manufacturers competed for market share by
raising the prices they reported to the government—thus increasing costs to tax-
payers and patients—while actually selling the drugs to providers at steep dis-
counts.

Today’s hearing will highlight these abuses. It is my hope that, by bringing this
information to the attention of Congress and the American public, we can build sup-
port for reforming the currently flawed Medicare drug reimbursement system.
Chairmen Greenwood and Bilirakis should be commended for their role in this ef-
fort, and I look forward to working with them and all the Members of this Com-
mittee in solving this problem. I believe that Medicare’s beneficiaries and America’s
taxpayers deserve no less.

Mr. GREENWOOD. I thank the gentleman for his comments and
cooperation and support in this project and inform the chairman
that it is our intent to have legislation included in an omnibus—
whatever omnibus appropriations bill is finally adopted by the Con-
gress that will fix this system soon.

The statement of the ranking member of the full committee has
been entered into the record, and with that the chairman then
turns to the ranking member of the Health Subcommittee for 5
minutes.
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Mr. BROWN. I thank the chairman. I thank both Chairman Bili-
rakis and Chairman Greenwood for holding these hearings.

A recent poll conducted by Pew Research Center told us that
Americans are finding it difficult to reengage in their daily lives
after the heart-breaking events of last week. We certainly didn’t
need a poll to tell us that. I think most people in this room are
struggling, as all of us up here are, to regain our footing and return
to their lives despite the anger and sense of loss that has paralyzed
in some sense many of us. But I think most of us also feel it is time
to get back to work.

Staggering prescription drug costs are still pushing retirees deep-
er into poverty. Forty-four million Americans are still uninsured,
and that number pretty clearly is rising. The uncertain economic
climate makes it more important than ever to fortify the Nation’s
core public programs, Medicare, Social Security, Medicaid, our pub-
lic health infrastructure.

Our job today is to look at some shady dealings between drug
companies and the Medicare program. The Medicare program and
Medicare beneficiaries are being scammed to the tune of $800 mil-
lion annually. Some drug companies mark up their prices before re-
porting those prices to Medicare. What do the drug companies gain
from this deception? They gain a higher volume of sales. What do
doctors gain from this? They gain a healthy margin in the drugs
they administer to Medicare beneficiaries. What do Medicare bene-
ficiaries gain? They gain significantly higher out-of-pocket cost
when the copayment is artificially inflated. Medicare pays more
than it should, Medicare beneficiaries pay more than they should,
and doctors not only receive higher reimbursements than they
should, they have an incentive to overtreat patients. There is evi-
dence that a few doctors actually take the bait and administer
more medication than is necessary.

When you think about the type of drugs Medicare currently cov-
ers, chemotherapy, immunosuppressives, respiratory therapy
drugs, other medications for serious, serious illness, it is truly dis-
turbing to think that any doctor would compromise the Hippocratic
oath in this manner. On the face of it, the so-called average whole-
sale price scam looks like a textbook case of fraud, waste and
abuse. AWP is a bit like the Holy Roman Empire we learned about
in school. The Holy Roman Empire to be sure was not holy, and
it wasn’t really Roman, and you could hardly call it an empire. It
is the same with the average wholesale price. They aren’t the aver-
age of anything, they certainly aren’t wholesale, and, in fact, they
aren’t even prices. They are a marketing tool.

Unfortunately in some cases the excess Medicare spending ap-
pears to compensate for inadequate Medicare reimbursement. That
makes the job of this subcommittee or both subcommittees and this
committee more difficult. Not only do we have to figure out how
much to pay for these drugs, we have to figure out how and how
much to pay providers who are not receiving adequate reimburse-
ment for administering these drugs.

But there are also opportunities here. When we look at how to
pay appropriately for this limited set of prescription drugs, we
should also think about how to pay appropriately for all prescrip-
tion drugs. We can tell that the prices Medicare pays are artifi-
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cially inflated across the board, in the majority of cases are artifi-
cially inflated, by comparing them to the prices other U.S. Pur-
chasers, large HMOs, the VA, certain big hospitals that other U.S.
Purchasers pay. We can tell that the drug prices that American
consumers pay are artificially inflated by looking at the prices con-
sumers in other countries, in other developed wealthy countries,
pay.

Consumers, employers, and other purchasers in the United
States pay two, three, sometimes four times more than their coun-
terparts in every other developed country in the world for prescrip-
tion drugs. As a Nation we are the worst equipped to weather arti-
ficially inflated drug prices. Every other developed country has uni-
versal health insurance. We have 44 million uninsured individuals
under age 65. We have 12 million Medicare beneficiaries who have
no prescription drug coverage.

Mr. Chairman, we have a lot of work to do. Thank you.

Mr. GREENWOOD. The Chair thanks the gentleman and recog-
nizes for his opening statement the chairman of the Subcommittee
on Health, Mr. Bilirakis.

Mr. BILIRAKIS. Thank you, Mr. Chairman. I, too, would like to
thank you for raising and staying with this issue surrounding this
current system of Medicare drug reimbursement which has re-
sulted in this joint hearing. The Health Subcommittee has spent a
considerable amount in this Congress examining how best to add
a comprehensive prescription drug benefit to the Medicare pro-
gram. This hearing builds off the work that began in the last Con-
gress where we examined the reimbursements for the limited drug
coverage currently available in the Medicare program.

I would like to welcome and thank our witnesses, including Tom
Scully from CMS and Bill Scanlon from GAO. We rely on these
government officials for factual information and detailed analyses.
I also would like to welcome Mr. Zachary Bentley from my home
State of Florida, the southern part, and I know your testimony, Mr.
Bentley. All the witnesses will help inform the committee and the
public about the issues regarding Medicare’s current reimburse-
ments to health care providers for certain drugs used to treat pa-
tients.

The Medicare program currently provides coverage for a small
number of drugs, as we know, much too small, but a small number,
limited principally to those that are administered incident to physi-
cians’ treatment or in conjunction with covered durable medical
equipment such as inhalation drugs used with a nebulizer. Since
at least 1992, Medicare has determined the appropriate reimburse-
ment price for these covered drugs by referring to an industry
trade publication known as the Red Book, which looks at what
manufacturers purport to be the average wholesale price for their
drugs. Since 1977, providers who administer these drugs to Medi-
care beneficiaries have been reimbursed for their cost at prices
equal to AWP, average wholesale price, minus the 5 percent. Of
this set amount, Medicare Part B covers 80 percent—this has all
been said, I realize—while Medicare beneficiaries can be required
to pay the remaining 20 percent as copayment.

Today’s hearing will examine how Medicare’s current reimburse-
ment system for the relatively few drugs that are covered is costing
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beneficiaries and taxpayers more than is necessary and maybe hav-
ing an adverse impact on the health of some of our most vulnerable
citizens.

I recently toured, Mr. Chairman, Clearwater Oncology Center in
my Florida district, and I am sure we are all aware of what great
work oncologists do and how important they are to us and just to
all Americans. At the request of my constituent Dr. Marcus
Chopart, I would like to admit this white paper prepared by U.S.
Oncology, which is entitled Reimbursement Versus Reality, into the
record and ask unanimous consent for that.

Mr. GREENWOOD. Without objection.

[The following was received for the record:]

REIMBURSEMENT VS. REALITY
A US ONCOLOGY DISCUSSION PAPER ON MEDICARE PAYMENTS FOR CANCER TREATMENT

Introduction:

Today, the Medicare program makes a significant and well-recognized overpay-
ment for oncology drugs. The program also makes a nearly equivalent but less well-
recognized underpayment for practice expenses associated with the delivery of can-
cer care. This paper is intended to discuss the causal factors and current experience
of this practice expense underpayment. It is offered in the hope of furthering the
public policy discussion and the cancer community’s longstanding support for bal-
anced reform, which will address Medicare’s overpayment of drugs and under-
payment of services. In this manner, the Medicare program will provide a stable
source of adequate reimbursement for cancer care supplies and services and pre-
serve patient access to community-based cancer services.

Discussion:

Medicare practice expense reimbursement for chemotherapy administration was
established to accommodate a delivery system profile that no longer exists in the
US. Whereas most chemotherapy was administered in hospital settings as recently
as the late 1980s, Centers for Disease Control and Prevention (CDC) data currently
indicate that more than 80 percent of all chemotherapy treatment encounters occur
in non-hospital outpatient settings (freestanding oncology physicians’ offices and
community cancer centers). Reimbursement policy changes, managed care cost-sav-
ing pressure, patient preference, the advent of more effective ambulatory therapies,
and the advanced capability of freestanding facilities to provide highly-complex care
are the major causal factors that fueled the migration of patients from hospital to
non-hospital settings.

This historical perspective is important because it helps to explain the flaws
plaguing the Medicare program’s practice expense reimbursement policy for cancer
care. When the Resource-Based Relative Value Scale (RBRVS) was established in
1992, the Practice Expense (PE) components within the RBRVS were based upon
historical “usual and customary” physician fee schedule systems that evolved at a
time when most chemotherapy was administered in hospitals. As a result, reim-
bursement levels for the RBRVS codes relating to physicians’ offices and other free-
standing facilities were based on the few resources that were used in those settings
during the period preceding the RBRVS implementation.

The evolution of cancer care and the resulting reimbursement discrepancy de-
scribed above has long been recognized by Congress and HCFA/CMS. For example,
after it became clear in the mid-1980s that chemotherapy was moving to free-
standing facilities, Congress required the Secretary (in section 4055(d) of OBRA
1987) to study and report to Congress on possible Medicare reimbursement changes
to more accurately reflect the costs associated with providing chemotherapy in phy-
sicians’ offices. HCFA subsequently published a notice in the Federal Register that
recognized that Medicare payment for chemotherapy administration may be inad-
equate:

“Changes in treatment methods and advances in technology now allow chemo-
therapy to be furnished to many patients in the physician’s office, thus reducing
the need for hospitalization to administer chemotherapy. Furnishing these serv-
ices in the physician’s office is more convenient for some patients and may pro-
vide other benefits as well.
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“Current Medicare Part B payment rules for physicians’ services, however,
may fail to compensate adequately for these services because the usual reason-
able charge methodology may not fully recognize the overhead costs involved in
these procedures. Some sources of additional costs include employment of nurse
oncologists, special patient rooms, and safety equipment required because of the
toxicity of the chemotherapeutic agents and safety procedures issued by the Oc-
cupational Safety and Health Administration.”

Unfortunately, this recognition has never been translated into more accurate
Medicare reimbursement for cancer care services. As a result, inadequate and inac-
curate payment levels have been utilized since the creation of RBRVS, with updates
for inflation but without any significant revision, even though the locus of non-sur-
gical cancer care has moved from hospital settings to freestanding physicians’ offices
and community cancer centers.

In other words, the resource-based codes currently used by Medicare to reimburse
for oncology practice expenses do not reflect the transfer of resources from hospitals
to freestanding facilities and the additional costs that have arisen consistent with
advances in and the complexity of today’s more effective treatment regimens. Put
another way, hospital care and complex services moved to freestanding facilities—
but Medicare’s practice expense reimbursement policy has never been significantly
and continuously updated to reflect that fact.

Summary Points:

The implications of the above can be identified through examination of the many
instances of shortfall which exist between the delivery and reimbursement of cancer
care in freestanding facilities. The following bullet points summarize just a few of
these:

* Today, nursing and pharmacy time comprise the principal components of the di-
rect labor costs of oncology practice expenses (PEs). However, the allocation of
values and minutes within the CPT codes does not match the actual cost and
duration of nursing services and does not address pharmacist and pharmacy
technician labor and related medical supplies and quality control processes. For
example, CPT 96410 (first hour of chemotherapy infusion) does not adequately
reimburse for the actual costs of the activities which currently fall under the
definition of that code. In addition, activities which need to be performed in the
care of a typical patient often exceed 96410’s 121 minute estimate of total nurs-
ing time. This is a commonplace problem in oncology due to:
¢ The compromised physical and mental condition of many seniors with cancer,
¢ The complex procedures integral to the care provided to all cancer patients
undergoing chemotherapy treatment (for example: patient assessment prior to
chemotherapy administration, evaluation of laboratory data such as blood
counts and renal and liver functions, calculation of drug dosages based on
body surface areas to prevent medication errors, insertion of intravenous or
central venous catheter devices, continuous monitoring to address potential
adverse reactions, a variety of assistive care activities, and hazardous mate-
rials preparation and disposal).

¢ The amount of patient and family member training required due to the deliv-
ery of outpatient rather than inpatient care, the complexity of care provided,
and the side effects and potential complications associated with multi-drug
agent chemotherapy regimens,

¢ The time-intensive nature of patient care-related follow-up and monitoring re-
quired due to the life threatening side effects and complications routinely ex-
perienced by cancer patients during a typical chemotherapy protocol, and

¢ The recently-established standard of practice in which pharmacists and phar-
macy technicians are utilized within cancer care facilities to enhance the safe-
ty of the drug administration process. As the recent Kansas City experience
clearly demonstrates, on-site skilled pharmacy services are integral to the de-
livery of safe and effective cancer care.

e Medicare utilizes chemotherapy administration codes published in the AMA’s Cur-
rent Procedural Terminology (CPT) manual but applies rules that differ from
the CPT’s descriptions. For example:
¢ Medicare only allows code 96408 (administration by push technique) to be re-

ported once per day for a patient regardless of the number of drugs adminis-
tered by push. Many treatment regimens require the administration of mul-
tiple drugs, however, some of the most common of which are vesicant. Drugs
classified as vesicant are agents that will cause serious tissue damage (includ-
ing potential loss of limb) if they leak into the tissues of the patient’s hand
or arm; as a result of the potential for this serious complication, the adminis-
tration of vesicant drugs requires prolonged one-on-one nursing care. As a re-
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sult, caregivers routinely bear significant multiple push and specialized care
costs that are not adequately reimbursed under current practice expense pol-

icy.
¢« CPT 90784 (intravenous push of therapeutic medication) is a code that was
established to cover the costs of administering non-chemotherapy agents such
as anti-nausea medications, anti-sensitivity drugs, and steroids. Despite the
intention that code 90784 provide reimbursement for therapeutic agents and
despite the fact that such agents are often a necessary component of a chemo-
therapy regimen, Medicare will not make a payment for 90784 activities that
are undertaken on the same day as the infusion of a chemotherapeutic agent.
CPT 96410 includes a general description of the service (first hour of chem-
otherapy administration). Based upon that description, CMS’ Clinical Practice
Expert Panel (CPEP) process has estimated a time allotment of 121 minutes,
an allotment included in published Medicare payment policy. However, actual
Medicare reimbursement does not currently cover 121 minutes of nursing
time and instead provides for a payment level that covers just an estimated
20 percent of costs associated with 96410.

e Current Medicare practice expense reimbursement for oncology either does not
take any account of a wide variety of activities which are common and integral
to the delivery of cancer care in freestanding facilities or allocates significantly
insufficient minutes and resources to them. For example:

* Triage and patient/family education, which consumes an estimated 25-40 per-
cent of a typical oncology nurse’s day (versus the 15 minutes now allocated
by Medicare) and involves frequent and lengthy phone interaction with the
patient and/or the patient’s family support person,

¢ Tumor registry-related activities (required by most state health departments
and managed by the Centers for Disease Control and Prevention),

¢ Clinical research-related activities (recently approved for Medicare coverage
but currently lacking any PE adjustments for the significant labor adjust-
me;lts required due to the data intensive nature of the clinical research proc-
ess),

¢ On-site pharmacy-related activities (increasingly becoming the standard of
practice due to the increasingly complex nature of new chemotherapy drugs
and biotechnology agents and due to the necessity to free up oncology nurse
time in light of the national shortage of trained nurses),

¢ Biohazardous waste disposal (including federally-mandated disposal systems
and required monitoring of disposal by specialized vendors in federally ap-
proved disposal sites), and

¢ Financial counseling and financial aide assistance (requiring an estimated 10-
20 percent of a typical oncology nurse’s day due to the aggressive denial of
benefit standards-of-practice within the insurance industry and by Medicare
intermediaries).

e As a result of the scope of services that are not currently being reimbursed or that
are inadequately reimbursed, oncology nurses estimate that a majority of their
time is devoted to activities that are not currently “billable” (i.e. considered
within the components of the various CPT-4 codes) under Medicare. Of those
activities which can be billed today, the vast majority are reimbursed at levels
that are far below the actual cost of undertaking them (at levels estimated to
be less than 20 percent of actual costs reimbursed).

¢ Current Medicare practice expense reimbursement for oncology does not take into
adequate account a wide variety of processes, supplies and equipment which are
common, frequently mandated by federal law or regulation, and integral to free-
standing facilities. For example:
¢ Hepa-filter equipped hoods for admixture (to prevent exposure and contami-

nation),

Safe-needle systems (to prevent caregiver needle sticks),

Biohazardous waste containers (to prevent exposure and contamination),

Reinforced gowns and gloves (to prevent exposure and contamination),

Specialized devices required to access implantable central venous ports to

safely administer toxic chemotherapeutic agents and reduce the complications

(especially life threatening infections) associated with frequently repeated in-

travenous drug administration processes,
¢ Business and clinical record audits and internal reviews required to ensure
compliance with billing regulations as recommended by the OIG Guidelines
For Medical Practices, and

¢ Business and clinical record audits required by the FDA, OIG, and Medicare
intermediaries associated with standard of care procedures and drugs utilized
in the clinical research process.

e o o o
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e In the late 1990s, Medicare practice expense components were made resource-

based, a process which presented an opportunity for the inadequacy of drug ad-

ministration payments to be addressed:

¢ HCFA initially pursued an approach that would have increased payments to
cover costs; the Agency adopted a “bottom up” approach under which clinical
practice expert panels (CPEPs) were formed to estimate the staff time, sup-
plies, and equipment used in each service.

* Because the bottom up methodology would have resulted in significant shifts
of Medicare payments among various specialties, however, legislation was en-
acted that postponed implementation of the resource-based practice expense
components for one year and specified new criteria for HCFA to consider in
adopting a methodology.

¢ As a result, HCFA changed to a “top down” methodology, which resulted in
the preservation of the status quo.

¢ On November 1, 2000, HCFA published the final rule for the FY 2001 physician

fee schedule that also presented an opportunity for the inadequacy of drug ad-

ministration payments to be addressed:

¢« HCFA accepted and published recommendations made by the American Med-
ical Society’s Relative Value Update Committee (RUC) and Practice Expense
Advisory Committee (PEAC) for CPT codes 96408 and 96410. [42 CFR Parts
410 and 414, 65392-65393]

¢ In its rule, HCFA stated “We will now use the RUC-recommended total times
of 102 minutes of clinical staff time for CPT code 96408 and 121 minutes for
CPT code 96410.” HCFA also posted a complete database on its website (http:/
/www.hcfa.gov/stats/resource.htm) that provided dollar values (inclusive of di-
rect and indirect expenses) for the updated codes, as follows:

Code

Published Actual Percent
Value Value Difference

96408
96410

183.67 37.11 495%
267.05 59.684 47%

¢ Despite being accepted and published by HCFA in its final rule, the signifi-
cant increases were not adopted into the Medicare program’s actual payment
levels.

e For codes lacking a physician work value (such as all chemotherapy administra-
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tion codes), HCFA adopted a methodology in which a special “zero work value
pool” was created. HCFA has never published an explanation of this method-
ology, but the pool reportedly is assigned dollars based on the practice expenses
per hour of the average physician, and non-physician time for each procedure
is substituted for the physician time that would otherwise be used.
¢ As a result of this methodology, Medicare payment amounts were kept at ap-
proximately the same levels as existed prior to the institution of the resource-
based system (in fact, it has been suggested that HCFA selected this method-
ology to maintain the status quo in payment amounts).
edicare pays a “bad debt credit” to offset uncompensated care provided by hos-
pital settings but does not currently have any provision for such a payment to
freestanding facilities (which provide the majority of uncompensated chemo-
therapy services to Medicare beneficiaries who cannot meet their coinsurance
obligation, among other needy patients).
¢ According to the Medical Group Management Association (MGMA), the typ-
ical physician office setting experiences a non-collection rate equivalent to 7.5
percent of allowable reimbursement.
¢ In many community-based cancer care facilities—where a large segment of
the Medicare patient population is dependent upon Social Security as a main
source of income—non-collection levels may be much higher than MGMA'’s es-
timate.
number of activities and infrastructural resources are needed to operate an effi-
cient and compliant oncology office. However, many of the costs associated with
those activities and resources are not currently reimbursed. As a result, addi-
tional practice expense allotments or reasonable returns on services, products,
and other resources are needed to: attract and retain staff (due to the inad-
equacy of current practice expense reimbursement); invest in facilities, therapy
inventories, and required diagnosis and treatment technology; finance accounts
receivable; invest in information and operational systems to meet NCI/FDA clin-
ical trial research data requirements; retain outside compliance advisors and
auditors; and meet HIPPA regulatory requirements.
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Conclusion:

It is our hope that this information will be helpful as Congress and the Adminis-
tration seek to address the disparity between typical, necessary practice expenses
and the reimbursement currently provided under the Medicare program (and, as a
consequence, by private payers). It is also our hope that a clear focus on the nature,
complexity, resource intensity, and technological advances of community-based can-
cer care—as well as the reliance by the vast majority of Americans with cancer on
care provided in community-based settings—will lead to an updating of Medicare
practice expense reimbursement to accurately reflect the realities of cancer care de-
livery today.

Mr. BILIRAKIS. This will prove to be a lengthy hearing, and thus
I am limiting my opening statements so we may get to the impor-
tant testimony of the witnesses, who, again, I thank for their ef-
forts and cooperation. Thank you, sir.

Mr. GREENWOOD. I thank the gentleman and thank him also for
limiting his remarks. I will ask if the opening statements of the
Members could be limited to 3 minutes, and all opening statements
will be entered into the record.

The Chair recognizes for the opening statement the gentleman
from New Jersey Mr. Pallone.

Mr. PALLONE. Thank you, Mr. Chairman, and I want to thank
you both, you as the Oversight Chairman and also Mr. Bilirakis as
the Health Subcommittee Chair for holding this hearing.

The issue on the table today critically analyzing the marketing
practices of drug companies will show the immense amount of
fraud perpetrated on the taxpayers and the senior citizens of this
country. I along with all of my colleagues condemn practices that
raid the Federal Treasury of at least $800 million annually. Fur-
ther, I am particularly outraged at the impact of this pervasive
fraud on Medicare beneficiaries by massively increasing the dollars
coming out of pocket to cover the drug costs of sick and dying sen-
iors as a result of the 20 percent copay overcharges.

Mr. Chairman, the GAO, the HHS, inspector general, and some
particularly well-informed whistleblowers will testify today and
leave no doubt that this system is broken and that the people who
can least afford the cost, our seniors, are the primary victims.

Let us take a look at the winners and losers in the way HCFA
pays for the few outpatient drugs that Medicare covers under Part
B. The winners are obvious. They are the brand name drug compa-
nies and some unscrupulous physicians that administer the chemo-
therapy and other infusion drugs in their offices. There have been
some discussions that generic competition is the cause for the bro-
ken system, but make no mistake, it is not independent generics,
?ut cliather the brand name firms that are the root cause of this

raud.

The companies named publicly in news stories as having pled
guilty to crimes are under active investigation. In addition, Mr.
Chairman, the competition is not always among drugs that the
FDA says are generic equivalents. The competition is also among
brand name drug companies that go to great pains to claim that
their products are not therapeutically interchangeable.

Documents which will be introduced at this hearing will show
that the salesmen peddling these drugs were not arguing that their
medicine was therapeutically superior to the competition, but rath-
er the internal company documents make clear the field of battle
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was who could misrepresent their prices more outrageously to
Medicare so as to provide the fattest profit. There are some greedy
doctors, of course, who pocket sums approaching a million dollars,
and they are obviously making a lot of money; however, it is the
drug companies’ fraud that makes the money possible.

The Medicare reimbursement system is flawed, clearly, but no
law, no regulation, no guideline issued by HCFA or any other gov-
ernment agency directed drug companies to commit fraud. Just be-
cause a system can be gamed doesn’t provide any person or any
firm with the right to defraud the government or their fellow citi-
zens, and the proof of that is that not all drug companies played
this game. Some chose to compete only on traditional terms, and
I certainly commend them for that. Unfortunately, at least in seg-
ments of the market, the honest firms were the exception and not
the rule, and I find that very tragic.

Thank you very much, Mr. Chairman.

Mr. GREENWOOD. I thank the gentleman and recognize the gen-
tleman from Florida Mr. Stearns for his opening statement.

Mr. STEARNS. I thank the chairman, and I also want to thank
Mr. Bilirakis for all the work he is doing on this hearing, too. And,
of course, I want to thank Administrator Scully for coming here
with Deputy Inspector Grob and Director Scanlon for their dedi-
cated analysis. And perhaps this is a quagmire that they can help
us out of by suggesting legislation, what we should do.

This is sort of an embarrassing thing to be here, this many peo-
ple. Obviously when I see a lot of people like that, there are pocket-
books involved here, but we have got to do something, and as
Chairman Tauzin mentioned, we cannot sit here and let this con-
tinue. I almost think there is moral obligation to go back and try
to rectify this. No one is talking about all the American citizens
who have paid all this money and have paid too much, and it is
out of their pockets, and it has gone in the wrong directions, and
it is difficult to go back in retrospect and try to come back with
something to rectify this but just move forward. Maybe that is all
we can do.

I also want to thank Mr. Zachary Bentley from my State of Flor-
ida. I know it is a little difficult for him to come up here with air-
line travel, so I appreciate his efforts in coming up here.

This is a very thorny question, reimbursing for drugs. Who would
have thought that when Medicare started, that you would actually
be doing a lot of the caring for patients in outpatient clinics? I had
the opportunity to visit and to tour an oncology center in my home-
town of Campbell, Florida, and it is very satisfying to see patients
cared for in this outpatient clinic. The drugs are administered by
nurses and doctors, and these patients have their family right
there. It is an informal situation, but all the while this is hap-
pening and they are administering these drugs and taking care of
them, obviously the question they brought to my attention is that
Medicare is overpaying for drugs, but underpays for services associ-
ated with the administration of therapies. So this is a very poor ac-
counting practice.

It is immoral what we are doing. It is unsettling to patients, and
many patients, as the chairman has pointed out, are paying 300
and 500 percent in their copayment. This cannot be tolerated, and,
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Mr. Chairman, I commend you for your hearing today, and your
commitment to do legislation is very important.

Finally, it is hoped that whatever drug reimbursement system is
employed, it should not impose burdensome accounting require-
ments on the medical facilities and providers. So whatever we do,
let us try to rectify the problem without creating another overlay
of government upon government with some kind of accounting pro-
cedure. Remember, the caregivers who take care of patients with
cancer and all these respiratory problems and devastating illnesses
are healers. They are not bean counters. They don’t want to spend
the rest of their life filling out government forms to rectify this
problem.

Mr. GREENWOOD. The Chair thanks the gentleman and recog-
nizes the gentlelady from California Mrs. Capps.

Mrs. CApPPs. Thank you, Mr. Chairman.

Obviously for most of us our thoughts are elsewhere today. They
are in New York, at the Pentagon, in the homes of the families
across America who have lost loved ones in last week’s terrible
events. I think especially of Lisa Raines, so closely involved with
many in this room today. Those events and their ramifications will
certainly be with us for a long time, and clearly we need to spend
significant time on our Nation’s many responses to them.

But I am very pleased that at this time this committee is making
an effort to continue its business. Although the attacks have
changed many of our priorities, we still must address Medicare and
Medicaid and other issues that may seem mundane in comparison.

So I want to direct my attention to the issue at hand. It is very
disheartening to learn about efforts to take advantage of our Na-
tion’s seniors and America’s taxpayers. And clearly if what we have
been told is true, that is what has happened. Pharmaceutical com-
panies have worked to increase their profits by artificially raising
the Medicare reimbursement rates for certain prescription drugs,
particularly oncology drugs. Sometimes this happens to the point
where our beneficiary pays more in his or her copayment than it
costs to buy the drugs outright. Clearly, given the current budget
situation, Medicare cannot afford to be paying too much for the
services and prescription drugs, and certainly our seniors are al-
ready too strapped to afford most of their prescription drugs. To
take money from their already overextended pockets this way is
terrible.

It is even worse that this is being done with something as impor-
tant as oncology drugs. People suffering from cancer should not be
the target of anyone trying to make a profit. Many provider groups
are arguing that their reimbursement rates for the services they
provide are too low, and they need the surplus payments to cover
extra costs. It is true that reimbursement rates for certain services
are too low. This is certainly true for oncology nursing, which I
know from personal experience is essential to cancer treatment. In
fact, last year I taped a message for a video about the importance
of oncology nursing and nurses and the need to improve their rates
of reimbursement. But I want to make it clear that just because
these rates are too low does not mean it is all right for other rates
to become too high.
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Congress and the Centers for Medicare and Medicaid Services
need to act now to end this practice. We need to make sure that
Medicare is neither overpaying nor underpaying for any services.
To do otherwise threatens the very stability of Medicare and the
ability of our doctors to provide important health care. We must
stop the gouging of our seniors and constituents by drug companies
looking to gain a little market share.

Mr. Chairman, I am glad you are holding this hearing, and I look
forward to working with you in the future.

Mr. GREENWOOD. The Chair thanks the gentlelady and recog-
nizes the gentleman from Georgia Mr. Deal for an opening state-
ment. Mr. Deal’s not here.

Dr. Ganske for an opening statement.

Mr. GANSKE. Thank you, Mr. Chairman.

I think it is important to have this hearing. We need to look at
the concept of the average wholesale price. In my mind the ques-
tion is, is it the wrong concept for us to be using in terms of reim-
bursement, or is the information-gathering and the actual way that
it is being implemented wrong, and d